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REMARKS 

Rejection of Claims 10[sic1-36 Under 35 U.S.C. § 1 12. Second Paragraph 

The Examiner has rejected Claims 10[sic]-36 under 35 U.S.C. § 112, second paragraph, 
contending that these claims are indefinite. 

First, the Examiner asserts that Claims 10, 18, 19, 20, 21, 28, 29 and 36 are indefinite with 
regard to the use of the terms "urinary incontinence", "unstable bladder", "unstable urinary 
sphincter", "urge incontinence", "increased bladder capacity" and "reduced bladder spasticity", 
because the specification allegedly does not describe these terms. 

In response, Applicants submit that all of these terms are art-accepted terms that define 
specific and well-known conditions, and that the meaning of the terms would be understood by those 
of skill in the art and indeed, in the general public. With regard to "unstable bladder" or "unstable 
urinary sphincter", claims containing these terms have been cancelled, without prejudice to or 
disclaimer of the subject matter therein, and therefore, this portion of the rejection is now moot. 
With regard to "urinary incontinence", this is a well-known term that refers to an inability to control 
the passage of urine resulting in a leakage of urine to a complete inability to contain urine. This term 
is used consistently in the art to refer to this condition. In support of this position, enclosed herewith 
is a simple search of the Internet showing that the term is well known. With regard to "urge 
incontinence", this is also an art-accepted term for a particular type of urinary incontinence, and 
refers to a condition where a patient has a strong, sudden need to urinate followed by instant bladder 
contraction and involuntary loss of urine. Again, in support of this position, enclosed is a simple 
search of the Internet showing that the term is well known. With regard to "increased bladder 
capacity" or "reduced bladder spasticity", these term are clear from the words themselves, which 
describe the actual event. The "capacity" of an object is well known in the art to refer to the 
maximum amount or number that can be contained by the object (e.g., see the enclosed exemplary 
dictionary definition). Thus, bladder capacity clearly refers to the amount of urine that the bladder 
is able to hold (i.e., the capacity of the bladder for urine), and increased bladder capacity refers to 
an increase in the capacity of the bladder for urine as compared to an earlier time point. Similarly, 
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the bladder comprises muscle tissue, and so bladder spasticity clearly refers to a spasticity or 
involuntary, abnormal contraction of the bladder (e.g., see the enclosed exemplary dictionary 
definition). Therefore, reduced bladder spasticity simply refers to a reduction in spasticity or 
involuntary, abnormal contraction of the bladder as compared to an earlier time point. 

In the second portion of this rejection, the Examiner asserts that Claims 14-16, 25-27 and 32- 
35 are indefinite because it is unclear how some forms could be injected (e.g. , a suppository). Claim 
16, which recites injection, has been amended to remove the terms found objectionable by the 
Examiner. Claims 14 and 15 do not recite injection and therefore, are believed to be clear. Claims 
25-27 and 32-35 have been cancelled without prejudice to or disclaimer of the subject matter therein. 

In view of the foregoing amendments and remarks, the Examiner is respectfully requested 
to withdraw the rejection under 35 U.S.C. § 1 12, second paragraph. 

Objection to the Specification and Rejection of Claim 19 Under 35 U.S.C. § 1 12, First Paragraph : 
The Examiner has objected to the specification and rejected Claim 19 under 35 U.S.C. § 112, 

first paragraph, on the basis of new matter. The Examiner contends that the term "reduced bladder 

spasticity" has no support in the specification as filed, either literally or in the examples. 

Applicants traverse the Examiner's rej ection. The phrase "reduced bladder spasticity" is used 

verbatim in Example 3, page 12, line 5, and therefore is supported both literally and by working 

example in the specification. 

In view of the foregoing remarks, Applicants respectfully request that the Examiner withdraw 

the rejection of Claim 19 under 35 U.S.C. § 1 12, first paragraph. 

Objection to the Specification and Rejection of Claims 21-36 Under 35 U.S.C. $ 112, First 
Paragraph 

The Examiner has objected to the specification and rejected Claims 21-36 under 35 U.S.C. 
§112, first paragraph, on the basis of new matter. Specifically, the Examiner contends that the 
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phrases "patient with unstable bladder" or "patient with unstable urinary sphincter" have no basis in 
the specification as filed, either literally or in the examples. 

Applicants initially note that Claims 21-36 have been cancelled without prejudice to or 
disclaimer of the subject matter therein, solely for the purposes of expediting prosecution. 
Applicants wish to state, however, that the Examiner is incorrect that the specification as filed makes 
no literal or exemplary reference to "patient with unstable bladder" or "patient with unstable urinary 
sphincter". Indeed, the specification clearly refers to each of unstable bladder and unstable urinary 
sphincter, for example, on page 1, lines 12-13; page 6, lines 25-26. Therefore, the use of these 
phrases in the claims is not new matter. 

In view of the foregoing amendments and remarks, Applicants respectfully request that the 
Examiner withdraw the rejection of Claims 21-36 under 35 U.S.C. § 1 12, first paragraph. 

Obviousness-Type Double Patenting Rejection 

The Examiner has rejected Claims 10[sic]-36 under the judicially created doctrine of 
obviousness-type double patenting, contending that these claims are unpatentable over Claims 1-8 
of U.S. Patent No. 6,667,041. 

To expedite prosecution, enclosed herewith is a terminal disclaimer to obviate the rejection. 
Therefore, Applicants respectfully request that the Examiner withdraw the rejection of Claims 
10[sic]-36 under the judicially created doctrine of obviousness-type double patenting. 

Rejection of Claims 10[sic1-36 Under 35 U.S.C. $ 103 

The Examiner has rejected Claims 10[sic]-36 under 35 U.S.C. § 103, contending that these 
claims are unpatentable over U.S. Patent No. 4,932,936 (Dykstra et al.), Zwerdel et al., and U.S. 
Patent No. 5,437,291 (Parischa et al.). The Examiner contends that the '936 patent teaches a method 
for treating urinary disorders and particularly, urethral spasticity by injecting botulinum toxin into 
the urethral sphincter. Therefore, the Examiner contends that it appears that the '936 patent treats 
patients with urinary incontinence that is caused by unstable or spastic sphincter, although the 
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Examiner admits that urge incontinence and unstable bladder are not mentioned. The Examiner 
contends that Zwerdel et al., suggest various therapeutic options including local treatment with 
botulinum toxin for patients with urinary disorders including patients with urge incontinence. 
Finally, the Examiner contends that the '291 patent teaches treating urinary disorders including 
unstable or spastic bladder by injection of botulinum toxin A. Therefore, the Examiner asserts that 
it would be obvious to use botulinum toxin to treat urinary incontinence because of the alleged 
suggestions in the cited references. 

Applicants traverse the rejection under 35 U.S.C. § 103. First, with regard to the ! 936 patent, 
this patent is directed to a method and apparatus for pharmacological treatment of spastic urethral 
sphincters in patients with spinal cord injuries. Specifically, the '936 patent is directed to conditions 
where instead of relaxing, the urethral sphincter contracts when the bladder contracts to cause an 
interference with the release of urine (see col. 1, lines 18-20), which is more commonly known as 
the disorder, detrusor-sphincter dyssynergia (DESD) (see col. 1, lines 59-60 and col. 3, lines 52-53). 
Detrusor-sphincter dyssynergia can be caused by a spastic bladder and non-coordinated contraction 
of the urethral sphincter that result in an interference with the release of urine, which results in 
urinary retention, which is completely a different disorder than urinary incontinence. Specifically, 
detrusor-sphincter dyssynergia is a particular urological condition in which there is a lack of 
coordination between the contraction of the bladder detrusor muscle and the relaxation of the 
urethral sphincter. Therefore, the external sphincter frequently closes while the bladder is attempting 
to contract and void urine, which results in increased urethral pressure and results in urinary 
retention . Urinary incontinence is characterized by an inability to retain urine in the bladder and 
therefore is the opposite problem from that described by the '936 patent. The f 936 patent does not 
describe any treatment for any disorder other than DESD, or a lack of coordination between bladder 
contraction and urethral sphincter that causes an interference with the release of urine, or urinary 
retention. Therefore, the '936 patent does not in any way teach or suggest the claimed method. 

Furthermore, neither of Zwergel et al. or the '291 patent, alone or in combination, makes up 
for the deficiencies of Zwergel et al. First, Zwergel et al. is an abstract that simply states that patients 
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with disseminated encephalomyelitis have various urological presentations ranging from pollakisuria 
to urge incontinence. However, Zwergel et al. make absolutely no connection or reference in the 
abstract cited by the Examiner to the use of botulinum toxin to treat urinary incontinence. Indeed, 
the only conditions with which Zwergel et al. relate a particular treatment are detrusor hyperreflexia 
(also known as DESD, discussed above, see col. 1, line 46-47 of the f 936 patent) and urinary 
retention, both of which are characterized by the inability of a patient to void urine (the retention of 
urine). The use of botulinum toxin is mentioned as an intervention for "special cases" which is not 
explicitly connected to any particular dysfunction, but if any, must be connected to the referenced 
treatment of DESD or urinary retention, given the context of the paragraph. Therefore, Zwergel et 
al. make no teaching or suggestion of the use of botulinum toxin to treat urinary incontinence and 
can not make up for the deficiencies of the '936 patent when combined with this patent. Indeed, at 
best, the combination of references would suggest the use of botulinum toxin to treat DESD, which 
is a condition that results in urinary retention, the opposite of urinary incontinence. 

Second, the 791 patent is directed to the use of botulinum toxin to treat gastrointestinal 
disorders, as well as disorders of smooth muscle. The '291 patent states that spastic bladder is 
among many different disorders that may be amenable to treatment with botulinum toxin, but the 
Examiner's characterization of this section of the '291 patent as teaching treating urinary disorders 
is not accurate - spastic bladder is the only disorder specifically mentioned. The '29 1 patent does not 
teach or suggest using botulinum toxin to treat urinary incontinence. Moreover, as discussed in the 
'936 patent, spastic bladder can be associated with DESD (due to lack of coordination between the 
bladder and the sphincter) resulting in urinary retention . Therefore, the '936 patent does not teach 
or suggest the use of botulinum toxin to treat urinary incontinence and can not make up for the 
deficiencies of the '936 patent and/or Zwergel et al when combined with these references. Indeed, 
at best, the combination of references would suggest the use of botulinum toxin to treat DESD, 
which is a condition that results in urinary retention, the opposite of urinary incontinence. 

In view of the foregoing remarks, Applicants respectfully request that the Examiner withdraw 
the rejection of Claims 10[sic]-36 under 35 U.S.C. § 103. 
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Applicants have attempted to address all of the Examiner's concerns as set forth in the April 
5 Office Action. Any further questions regarding Applicants' position should be directed to the 
below-named agent at (303) 863-9700. 



Respectfully submitted, 
SHERIDAN ROSS P.C. 

By: $ fi p/4 J l Ml 
Angela^Dallas Sebor 
Registration No. 42,460 
1560 Broadway, Suite 1200 
Denver, CO 80202-5141 
(303) 863-9700 



Date: 
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Definitions of urinary incontinence on the Web: 

• involuntary loss of urine sufficient enough to be a problem 
pulmonarvchannel.com/common/ g lossary/ind ex membersites M Z.shtml 

• (in-KON-ti-nens): loss of urinary control. 
www.prostateinfo.com/patient/glossary/ 

• Inability to control urination. 
www.rho.org/html/glossarv.html 

• an involuntary condition in which a person is unable to hold urine and prevent its leakage 
www.incontinence.org/confronting/glossary.html 

• loss of bladder control. 
www.lpch.org/DiseaseHealthln f o/HealthLib rai'y /urolo gy/glossary.html 

• Inability to hold urine in the bladder. 
www.stjude.org/glossary 

• Involuntary loss of urine sufficient to be a problem. There are several types of Ul, but all are characterized 
by an inability to restrain voiding. 

www.riurologicalspecialties.com/glossary.shtml 

• Urinary incontinence is the complete or partial loss of control over the function of the bladder. It becomes 
more common with increasing age and is more common in women than in men. 
www.microsulis.us/1 bg.asp 

• Involuntary loss of urine associated with a sudden strong urge to urinate. Inability to control urination. 
www.radiochemistry.org/nuclearmedicine/dictionary/u.htm 

• Uncontrollable loss of urine. 
www.ferring.com/therapeut ic/urology/Urology+Glos sary.h tm 

• Urinary incontinence means the bladder is unable to hold urine for as long as needed until it can be 
released voluntarily. Incontinence is not a disease in itself, but a symptom of some other problem. Ureters 
The ureters, a part of the urinary tract, are two small tubes that carry urine from the kidneys, where it's 
produced, to the bladder, where it's held until released. There is one ureter for each kidney. 
www.pbs.or g/sec ondo pinio n /epi sodes/incontinenceandurineleakage/medicalglossaiy/stor79.html 

• Loss of bladder control, inability to hold urine in the bladder. There are two main types of incontinence: 
urge incontinence (constant desire to pass urine) and stress incontinence (leakage of urine during 
exercise, coughing, sneezing etc.). 

www.climodien.com/glossary/glossar.htm 
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• Overactive bladder with involuntary loss of urine. 
wvyyy.usc 

• There are several different types of urinary incontinence, but they all share a common problem of 
accidental or involuntary urinary voiding. 

www,mento glossary.htm 

• involuntary urination that leads to loss of urinary control 
www.prostatedisease.org/naviqate/glossarv. asp 

• Urinary incontinence occurs when there is an involuntary loss of urine. 

wyyw,heaj 

• The involuntary loss of urine that can be demonstrated objectively and which constitutes a social or 
hygienic problem. 

www.sapien.net/overactivebladder/glossary.htm 

• the involuntary release of urine because of the inability to control bladder muscles; may occur as a natural 
part of the aging process or be caused by an injury or disorder 
www.american-depot.com/services/resou rces gl u.asp 

• Condition where a person involuntarily loses urine as he is unable to hold it before he can reach a toilet or 
use a proper urine container. By defining common symptoms, urinary incontinence can be categorised into 
four(4) types - true incontinence, STRESS INCONTINENCE, urge incontinence and overflow incontinence. 
It is more common after childbirth and with normal aging. 
www.bonfitcom.sg/MedicalTerms.htm 

• enuresis: inability to control the flow of urine and involuntary urination 
www.cogsc i. pri nce ton.edu/cgi-bin/webwn2. 1 

• Urinary incontinence is the involutary loss of urine from one's body. It is often temporary, and it almost 
always results from an underlying medical condition. 

en.wikipedia.org/wiki/Urinary incontinence 
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Definitions of urge incontinence on the Web: 



• the inability to hold urine long enough to reach a restroom. 
ymqhealthinfo.org/content.asp 

• the inability to hold urine long enough to reach a restroom. It is often found in people who have conditions 
such as diabetes, stroke, dementia, Parkinson's disease, and multiple sclerosis, but may be an indication 
of other diseases or conditions that would also warrant medical attention. 
communitv.e-baptisthealth.com / he althHnf o/content/adult/enq /g lossa ry/u.html 

• (in-KON-tuh-nents) - accidental loss of urine that occurs after the strong, sudden urge to urinate, 
wyw.detrolla.cft 

• Sudden need to urinate. Bladder is too sensitive to stretching or pressure. 
www.uams.edu/csc/pro g rams/modules/MaleGU/Prostate/Glossary.html 

• This involves the sudden, involuntary contraction of the bladder, even when at rest. Typically, the urge to 
void is followed by leaking that occurs so rapidly, one cannot get to the bathroom in time. 
www.yamanouchiamerica.com/news/news mediakit oab qlossary.htm 

• A type of incontinence when a person has the awareness to use the restroom, but is unable to hold the 
urine to make it there in time. Urge incontinence causes a person to release urine involuntarily due to 
detrusor overactivity. It is associated with the abrupt and strong desire to void (urgency). 
www.mentorcorp.com/pelvic-b rq an-prolapse/q yn g lossary.htm 

• leakage of urine in the presence of a strong desire to void 
www.prostatedisease.or g/navigate/glossary.asp 

• a sudden desire to urinate that is overwhelming; associated with bladder infections, drunken states, and 
stress incontinence. Also called bladder spasms. 
w omenstudy.cla.umn.edu /courses/3202/vocab.html 

• A sudden and strong desire to empty the bladder followed almost immediately by an involuntary loss of 



www.health.gov.au /internet/wcms/ publish ing. nsf/Content/continence-definit3.htm 

• a strong urge to urinate, but the urine cannot be held back 
www.drpadron.com/glossary.html 

• Urinary incontinence associated with a sensation of urgency. 
vww.sapien.net/overactivebladder/glossary.htm 

• Passing urine after a sensation of urgency (BMJ 1996;312;695-697). 
www.bemydoc . com/ht ggloss.html 
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• urinary incontinence that is generally attributable to involuntary contracts of the bladder muscle resulting in 
an urgent need to urinate accompanied by a sudden loss of urine; most common in people over 60 years 
of age 

wwwxo g scLprinceton.edu/cqi-bin/webwn2. 1 



|define:urge incontinence | jjjftKljj 

Language Tools | Search Tips | Dissatisfied? Help us imp rove 

Google Home - Advertising Programs - Business Solutions - About Google 

©2005 Google 



http://www.google.com/search?hl=en&l^ 7/5/2005 



Google Search: define :urge incontinence 



Page 1 of 2 




Web Imag es Grou ps News Froogle Local more » 



|define:urge incontinence 




Advanced Searcy 
Preferences 



Web 

Definitions of urge incontinence on the Web: 

• the inability to hold urine long enough to reach a restroom. 
ymghealthinfo.org/content.asp 

• the inability to hold urine long enough to reach a restroom. It is often found in people who have conditions 
such as diabetes, stroke, dementia, Parkinson's disease, and multiple sclerosis, but may be an indication 
of other diseases or conditions that would also warrant medical attention. 
community.e-baptisthealth.com/health-info/content/adult/eng/glossary/u.html 

• (in-KON-tuh-nents) - accidental loss of urine that occurs after the strong, sudden urge to urinate. 
www.detrolla.com/resources/glossary.asp 

• Sudden need to urinate. Bladder is too sensitive to stretching or pressure. 
www.uams.edu/csc/programs/m odules/Male GU/Prostate/Glossary.html 

• This involves the sudden, involuntary contraction of the bladder, even when at rest. Typically, the urge to 
void is followed by leaking that occurs so rapidly, one cannot get to the bathroom in time. 
www.yamanouchiamerica.com/news/news mediakit oa b glo ssary.htm 

• A type of incontinence when a person has the awareness to use the restroom, but is unable to hold the 
urine to make it there in time. Urge incontinence causes a person to release urine involuntarily due to 
detrusor overactivity. It is associated with the abrupt and strong desire to void (urgency). 

www. mentorcor p. com/ pel vic-br g an-prolap se/g yn g lossary . htm 

• leakage of urine in the presence of a strong desire to void 
www.prostatedisease.org/navigate/glossary.asp 

• a sudden desire to urinate that is overwhelming; associated with bladder infections, drunken states, and 
stress incontinence. Also called bladder spasms. 
womenstudy .c la.umn.edu/courses/ 32Q2/voca b . html 

• A sudden and strong desire to empty the bladder followed almost immediately by an involuntary loss of 
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• a strong urge to urinate, but the urine cannot be held back 
www.drpad ron.com/ glossa r y.html 

• Urinary incontinence associated with a sensation of urgency. 
www.sapien.net/overactivebladder/glossary.htm 

• Passing urine after a sensation of urgency (BMJ 1996;312;695-697). 
www.bemydoc.com/htgglossMml 
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• urinary incontinence that is generally attributable to involuntary contracts of the bladder muscle resulting in 
an urgent need to urinate accompanied by a sudden loss of urine; most common in people over 60 years 
of age 

www, cog sci . p ri nceton . ed u/cg i-bi n/we bw n2 . 1 
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4 entries found for capacity. 
To select an entry, click on it. 



capacity [1, noun] 
capacity[2,adjective] 
carrying capacity 
vital capacity 



Main Entry: ^a-pac-i-ty 4>) 
Pronunciation: k&- 'pa-s&-tE, - 'pas-tE 
Function: noun 
Inflected Form(s): plural -ties 

Etymology: Middle English capacite, from Middle French 
capacite, from Latin capacitate capacitas, from capac-, 
capax 

1 : legal competency or fitness 

2 a : the potential or suitability for holding, storing, or 
accommodating b : the maximum amount or number that 
can be contained or accommodated <a jug with a one-gallon 
capacity> <the auditorium was filled to capacity> ~ see 
METRIC SYSTEM table, WE IGHT table 

3 a : an individual's mental or physical ability : APTITUDE , 
SKILL b : the faculty or potential for treating, experiencing, 
or appreciating <capacity for love> 

4 : DUTY , POSITION , ROLE <will be happy to serve in any 
capacity> 

5 : the facility or power to produce, perform, or deploy : 
CAPABILITY <a plan to double the factory's capacity>\ 
also : maximum output industries running at three-quarter 
capacity> 

6 a : CAPACITANCE b : the quantity of electricity that a 
battery can deliver under specified conditions 

For More Information on "capacity" go to ^ Bntannjc^com 
Get the Top 10 Search Results for "capacity" 
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One entry found for spasticity. 



Thesaurus 



Main Entry: spas-tic-i-ty *) 
Pronunciation: spa- 'sti-sfc-tE 
Function: noun 

: a spastic state or condition; especially : muscular 
hypertonicity with increased tendon reflexes 

For More Information on "spasticity" go to Britannica.com 
Get the To p 10 Search Results for "spasticity" 
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